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THE EPA'S STATED REASON FOR UNDERTAKING 
THE ETS RISK ASSESSMENT PROJECT 


"This assessment of the respiratory health effects associated with 
passive smoking has been prepared by the Human Health Assessment 
Group, Office of Health and Environmental Assessment, Office of 
Research and Development, which is responsible for the report's 
scientific accuracy and conclusions. The assessment was prepared 
at the request of the Indoor Air Division, Office of Atmospheric 
and Indoor Air Programs, Office of Air and Radiation, which defined 
the assessment's scope and provided funding." 

"The report has been developed under the authority of Title IV of 
Superfund (The Radon Gas and Indoor Air Quality Research Act of 
1986) to provide information and guidance on the potential hazards 
of indoor air pollutants." 

Respiratory Health Effects of Passive Smoking: Lung Cancer and 
Other Disorders , EPA/600/6-90/006F, December 1992. (p. xiv) 


EPA'S STATEMENT REGARDING THE REVIEW PROCESS 
FOR THE ETS RISK ASSESSMENT 


"Two drafts of this report were made available for public review 
and comments, the first in June 1990 (reviewed by the Agency's 
Science Advisory Board [SAB] in December 1990) and a significantly 
revised draft in May 1992 (reviewed by the SAB in July 1992) . 
This report reflects the comments received from those reviews." 

Respiratory Health Effects of Passive Smoking: Lung Cancer and 
Other Disorders . EPA/600/6-90/006F, December 1992. (p. xiv) 
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HISTORY OF EPA RISK ASSESSMENT ON ETS 


On June 25, 1990, EPA formally released the draft document 
Health' Effects of Passive Smoking: Assessment of Lung Cancer in 
Adults and Respiratory Disorders in Children (hereinafter, original 
draft risk assessment). This document suggested that ETS should 
be classified as a Group A ("known human") carcinogen, purportedly 
in accordance with EPA's guidelines for carcinogen risk assessment. 
The original draft risk assessment's conclusion was based on 23 
epidemiologic studies of nonsmoking women married to smokers 
(spousal smoking studies). Using the statistical technique of 
meta-analysis, the original draft risk assessment calculated a 
statistically significant summary relative risk of 1.41 (95% Cl 
1.26-1.57). 


Moreover, using the data from nonsmoking women, the 
original draft risk assessment calculated that 3,800 lung cancer 
deaths could be attributed to ETS in the United States each year. 
With regard 1 to children, the EPA did ; not conduct a risk assessment, 
but rather reviewed some of the literature in this area and' 
concluded that ETS exposure was related to certain' childhood 
respiratory ailments. 

When the original draft risk assessment was released, EPA 
announced a public comment period which closed on October 1,. 1990'. 
More than 100 comments were submitted. The public comments were 
reviewed and summarized by the EPA consultant responsible for the 
original draft risk assessment. In a document distributed in 
December 1990, he characterized the majority of the public comments 
as "quite lengthy, detailed, and highly critical." 

According to EPA procedure, the 1990 draft risk assessment 
was sent to the agency's Science Advisory Board (SAB) for review. 
The SAB's Indoor Air Quality-Total Human Exposure Committee 
(IAQTHEC) was slated to review the document. In the fall of 1990, 
the original draft risk assessment was submitted for review to the 
IAQTHEC, chaired by Dr. Morton Lippmann. Substantial press coverage 
was devoted to the inclusion of Dr. David Burns, an antismoking 
activist, on the reviewing committee. On November 1, 1990, EPA 
issued its "charge" to the Committee, and on November 20, 1990, 
published a notice of a public meeting of the IAQTHEC, scheduled 
for December 4-5, 1990, in Arlington, Virginia. Public comments 
were to be received at the meeting and the IAQTHEC was to discuss 
its recommendations concerning the original draft risk assessment. 

A number of substantial criticisms and suggestions for 
revisions to the document were made at that meeting. Nevertheless, 
at the end of the meeting, Chairman Lippmann announced at a press 
conference that the IAQTHEC had reached a "consensus" that ETS 


- 2 - 


Source: https://www.industrydocuments.ucsf.edu/docs/lqjjOOOO 


T86E94.t’?:0K 



should be classified as a Group A carcinogen. As the press 
conference began, an EPA press liaison stated that Dr. Lippmann' 
was speaking for himself, not the EPA, the SAB, or other IAQTHEC 
members. 


During late 1990 and early 1991, the IAQTHEC apparently 
drafted^ a written report concerning its review of the original draft 
risk assessment. Their report supported the "Group A" designation, 
but recommended; that the EPA revise the original draft risk 
assessment. IAQTHEC submitted its report to the SAB Executive 
Committee at a meeting: held om April 18-19, 1991. The Executive 
Committee approved the IAQTHEC report, and it was delivered to EPA 
Administrator William Reilly on April 23, 1991. Since that time, 
EPA staff and contractors apparently revised; the draft risk 
assessment. 

A second draft risk assessment, entitled Respiratory 
Health Effects of Passive Smoking: Luna Cancer and Other Disorders 
(■revised draft risk assessment), was issued on June 19, 1992. 
Thus, the IAQTHEC report, issued in April 1991, triggered a revision 
process which culminated in the June release of the revised risk 
assessment. The revised; draft also concluded that ETS was causally 
associated with lung cancer in adults and recommended that ETS be 
classified as a "Group A" carcinogen. These conclusions were based 
on a presumption of the carcinogenicity of mainstream smoke, coupled 
with the position that mainstream smoke and ETS exhibited chemical 
similarities. Thirty epidemiologic studies on lung: cancer in 
nonsmoking women whose spouses smoked were also used to justify 
the conclusions. The revised draft also presented a "best estimate" 
of 3,000 annual lung cancer deaths purportedly attributable to ETS 
exposure. 


Unlike the original draft risk assessment, the revised 
draft presented more detailed conclusions regarding noncancer 
respiratory diseases and disorders in children. The revised draft 
concluded that exposure of children to ETS from parental smoking 
was causally associated with an increased prevalence of certain 
symptoms of respiratory irritation, an increased prevalence of 
middle ear effusion, a small reduction in lung function, and an 
increased risk of lower respiratory tract infections. Moreover, 
the document concluded that parental smoking contributed between 
150,000 and 300,000 lower respiratory tract infections annually 
among infants and children. Asthma was also discussed in the 
revised draft, which proposed that ETS was causally associated with 
episodes of asthma and with increased severity of asthmatic attacks. 
It concluded that ETS exposure from mothers who smoke at least 10 
cigarettes a day could result in 8,000 to 26,000 new cases of asthma 
per year. The report also commented on respiratory health in 
adults, sudden infant death syndrome, and upper respiratory tract 
infections and acute middle ear infections in children. 
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Following the release of the revised draft risk 
assessment, EPA noticed a July 2:1-22, 1992, meeting of the IAQTHEC 
to review the document. The notice for the upcoming IAQTHEC meeting 
contained a "Charge to the Committee," that is, a list of 15 
questions that EPA asked the committee to answer. According to 
the notice, "This Charge is subject to change and the committee 
may elect to investigate other areas as well." 

The notice also outlined procedures for providing comments 
to the IAQTHEC, although the SAB stated that EPA was "not soliciting 
public comment." Members of the public who wished to make an oral 
presentation at the meeting were required to provide written 
notification by July 14. Written statements were accepted at any 
time up until the meeting; however, only statements received by 
the SAB by July 6 were mailed to IAQTHEC members before the meeting. 

At the July 21-22, 1992, meeting, the IAQTHEC endorsed 
the conclusions of the revised draft risk assessment on> ETS and 
approved most of the document as written. The committee recommended 
extensive revisions to one chapter and five appendices of the 
document. 


The chairman of the IAQTHEC, Morton Lippmann, announced 
that EPA Administrator William Reilly had asked the committee to 
submit a; report on the revised draft to the SAB Executive Committee 
prior to its meeting scheduled for October 1992. During Its meeting 
on October 27, 1992, the Executive Committee of the SAB approved 
the IAQTHEC 1 s report on the 1992 draft risk assessment. In 
accordance with the report, Executive Committee members recommended 
only minor editorial changes to the draft risk assessment, except 
for the chapter on exposure, of which a complete revision was 
recommended. 

In November, 1992, EPA Administrator William Reilly set 
a working deadline of December 15, 1992, to finalize the risk 
assessment for his signature. The IAQTHEC report on the draft 
risk assessment was submitted to Administrator Reilly on November 
20, 1992. In the transmittal letter, the change in confidence 
limits from 9 5% to 9 0% was noted, there were further comments on 
various potential confounders, and the SAB recommended strengthening 
the biological plausibility argument and exploring further study 
of respiratory illnesses in children older than 18 months of age. 

EPA announced the release of the final risk assessment 
on January 7, 1993, during a press briefing conducted by EPA 
Administrator Reilly and Secretary of Health and Human Services 
Louis Sullivan. The final document’s conclusions parallel those 
of the 1992 draft risk assessment with respect to lung cancer in 
adults and respiratory diseases and disorders in children. 
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DISCUSSION REGARDING THE POSSIBLE 
IMPACT OF THE ETS RISK ASSESSMENT ON REGULATIONS 


The U.S. Environmental Protection Agency has no 
jurisdiction over matters pertaining to indoor air quality, 
including ETS. The risk assessment on ETS is not a regulatory 
document. In the United States, the agency that has such 
regulatory jurisdiction over indoor air is the Occupational Safety 
and Health Administration (OSHA). OSHA is currently in the process 
of investigating indoor air guality issues. 

In> 1991, OSHA issued a Request for Information (RFI) on 
indoor air quality. An RFI is part of a pre-rulemaking fact-finding 
in which OSHA makes a formal request for additional information on. 
the necessity for regulation in the workplace. An RFI is published 
in the Federal Register and identifies specific issues or questions 
which are of significance. It may also solicit information from 
specifically identified groups or from the public generally. OSHA 
will review comments received in response to the RFI ini order to 
make a determination whether further action is called for. 

OSHA's RFI on occupational exposure to indoor air 
pollutants was published in the Federal Register on September 20, 
1991. The notice invited interested parties to submit comments, 
recommendations, data, and information on the subject of indoor 
air quality ini occupational environments to assist OSHA in 
determining whether regulatory action was appropriate and feasible 
to control health problems related to poor indoor air quality. 

According to OSHA, the 92 questions of the RFI were 
organized into five categories: definition of and health effects 
pertaining to indoor air quality; monitoring and exposure 
assessment; controls; local policies and practices; and potential 
content of regulation. Three specific indoor air "contaminants," 
"passive" tobacco smoke (ETS), radon, and bioaerosols, were 
mentioned. The RFI asked for information on their contribution to 
indoor air quality and on reported health effects and methods of 
exposure assessment and ; mitigation. 

A 120-day period, i.e., until January 21, 1992, was 
designated for the submission of pertinent Information (a 60-day 
extension was then granted). OSHA would then review the information' 
submitted 1 during the comment period as part of determining whether 
regulatory action should be pursued. At least 1,200 comments were 
submitted 1 in response to the RFI, totalling more than 17,000 pages. 
In May, an OSHA representative reportedly categorized the RFI 
submissions as follows: technical comments (approximately 17%), 
letters (approximately 36%), submissions from state legislators 
(approximately 3%) and smokers' rights petitions (approximately 
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45%). In addition, OSHA reportedly received: more than 1,700 "ASH 
petitions" to ban smoking in the workplace; these were not included 
in the above percentages. 

The RFI may have initiated a regulatory process that 
could 1 last anywhere from 18 months to five years. On January 13, 
1993, six days after the EPA released its risk assessment on ETS 
and one week before leaving office, then-Labor Secretary Lynn Martin 
directed OSHA "to commence rulemaking to address the hazards of 
occupational exposure to secondhand smoke." She instructed the 
agency to prepare a report for current Labor Secretary Robert Reich 
that would provide rulemaking alternatives and analyze "the evidence 
in terms of the threshold OSHA must meet in order to regulate." 

Martin urged OSHA to consider all information about the 
alleged health effects of ETS, including the EPA risk assessment. 
As to the latter, she noted that EPA focused on the "home 
environment" and that OSHA would need to "examine these concerns 
and determine how they apply to the workplace." Martin said that 
the review of workplace smoking issues would include information 
received; in response to the RFI, but that continued action with 
respect to ETS issues would be "apart from the Indoor air quality 
rulemaking." 

In early March, 1993, the director of OSHA's health' 
standards program indicated that the agency has nearly completed 1 
an options paper concerning IAQ and ETS. The paper reportedly 
discusses possible regulatory actions OSHA could take to address 
the issues either together or separately. Director Charles Adkins 
said that the paper should be ready when a new OSHA Administrator 
takes office. 

Adkins said that the agency is confident that it can 
adapt the EPA risk assessment on ETS, based upon residential 
exposures, to a determination of potential risks faced by workers 
on the job. Such a determination is necessary before OSHA can 
regulate workplace smoking. 

Currently, there are no federal rules regarding smoking 
in privately-owned, non-industrial workplaces. Published press 
reports indicated that after the ETS risk assessment was released, 
former Secretary of Health and Human Services Louis Sullivan and 
others tried to persuade President George Bush to sign, before he 
left office, a proposed executive order banning smoking from federal 
agency offices, but the order was not signed. 
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DISCUSSION CONCERNING THE POSSIBLE IMPACT 
OF THE EPA RISK ASSESSMENT ON LEGISLATION 


Legislative developments have also occurred following: 
the release of the EPA risk assessment. On January 28, 1993, 
Senator Frank Lautenberg (D-NJ) introduced two bills that would 
expand the role of EPA in regulating ETS while establishing 
nonsmoking policies in a wide range of federally-related programs 
and; buildings. Senator Lautenberg relied to a significant extent 
upon the EPA risk assessment on ETS in justifying the legislation. 

PRO-KIDS, or the "Preventing Our Kids From Inhaling Deadly 
Smoke Act of 1993" (S. 261), would require that federally-funded 
health, social, and educational programs for children under the 
age of 18 prohibit smoking in any portion of any indoor facility 
providing services for children that is not separately ventilated., 
A similar measure relating to children under the age of five was 
introduced in the 102d Congress but failed to pass. 

PRO-FEDS, or the "Preventing Our Federal Building Workers 
and Visitors From Exposure to Deadly Smoke Act of 1992" (S. 262), 
would impose the same smoking policy as S. 261 in every building 
or other structure owned or leased for use by a federal agency of 
the executive, legislative, or judicial branches. The only 
exception would apply to any area of a building used primarily as 
living quarters. Provisions of the PRO^FEDS Act recognize the 
limitations that could be present in collective bargaining 
agreements, but require that any inconsistencies be overridden by 
the legislation within one year after issuance of guidelines by 
EPA or at the expiration of each agreement. 

Under both bills, EPA would issue guidelines for 
instituting and enforcing the nonsmoking policy and would provide 
information to affected agencies and programs on employee smoking: 
cessation programs and on compliance with the law. Under the PRO¬ 
KIDS measure, EPA would also have the authority to issue waivers 
under specified conditions. The PRO-FEDS legislation requires EPA 
to establish an "Environmental Tobacco Smoke Advisory Office" within 
the Office of Radiation and Indoor Air. The ETS Advisory Office 
would 1 participate in outreach and educational programs, provide 
information, establish a telephone hotline, and carry out other 
"appropriate functions." 

On' February 2, 1993, Representative Richard J. Durbin 
(D—Ill.) introduced the companion bill to the PRO-KIDS legislation. 
Although listed in the Congressional Record as a companion to PRO¬ 
KIDS only, the House measure also incorporates the Senate's PRO- 
FEDS bill. The remarks made by Representative Durbin at the time 
the bill was introduced made reference to the EPA risk assessment 
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on ETS. The bill has been referred to the House Committee on Energy 
and Commerce. 

On February 16, 1993, Representative Jim Traficant (D- 
Ohio) introduced the "Ban on Smoking in Federal Buildings Act" 
(H.R. 881). The measure, which was referred to the House Committee 
on Public Works and Transportation, would prohibit smoking in any 
indoor portion of a federal building and in any other space owned 
or leased for use by a federal agency. Executive, judicial, and 
legislative branch buildings would be covered by the Act. When he 
introduced; the bill, Traficant cited the EPA risk assessment on. 
ETS in support of the measure. 

Senator George Mitchell (D-Me.) introduced the Indoor 
Air Quality Act of 1993 (S. 656) on March 25, 1993. Relying in 
part upon: the EPA risk assessment on ETS, Mitchell asserted that 
indoor air contains pollutants such as "tobacco smoke" and that 
the federal government lacks a coordinated and comprehensive 
response to "all the evidence of the health effects and economic 
costs of indoor air pollution." Press reports indicate that a 
companion bill is being prepared by Representative Joseph Kennedy 
II (D-Mass.) and will be introduced in the House. 

The Senate bill does not identify ETS as an indoor air 
contaminant. It does, however, contain provisions that would 
require the EPA to publish a list designating "the contaminants 
that may occur or are known to occur in indoor air at levels which 
may reasonably be expected to have an adverse impact on human 
health." Provisions expanding and strengthening indoor air research 
predominate. Although ventilation is addressed in the bill, it 
plays a minor part. Senator John Chaffee (R-RI) cosponsored the 
measure, and it has been, referred to the Committee on Environment 
and Public Works. 
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